European Directorate  Direction européenne

p ey COUNCIOFEUROPE TamSUIOSIn hydrOChlorlde

HNudopmanronen aucT 3a 6€30macHOCT
of Medicines | du médicament

& HealthCare | & soins de santé CONSEIL DE U EUROPE B crotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Permament (EC) 2020/878
Jlara na uznaBane: 03/04/2023 Bepcwus: 1.0

3AEJI 1: UnenTudukanus Ha BeleCTBOTO/CMeCTAa M Ha IPYKeCTBOTO/NMpeANPHATHETO

1.1. UnentudukaTop Ha NPOAYKTA

®dopma Ha IPOIYKTa : BemecTBo

HanmeHnoBaHue Ha BEIECTBOTO : Tamsulosin hydrochloride

Kon Ha mponyxra : 201600868

CHHOHUME : Tamsulosinhydrochloride, hydrates, isomers and impurities where applicable

1.2. MnenTuduuupanu BUI0Be YIOTPe6a HA BeLIECTBOTO WM CMeCTa, KOUTO Ca OT 3Ha4YeHHe, U BH/I0Be yI0oTpeda, KOMTO He ce
Npenopb4YBaT

1.2.1. UnenTndunupanu ynorpeou

OcHOBHa KaTeropust Ha ynorpeba : TIpomyKThT € mpeqHA3HAYEH 32 U3CIICIBAHMS, AHAM3H U HAYIHO-00PA30BATENHH IIEITH.
VYnorpeba Ha BemecTBOTO/CMecTa : Camo 3a npodecroHanHa yrnorpeda
OyHKIHS WK KaTeropusi Ha yrorpeba : JlaGopaTopHH XMMHUKAIII

1.2.2. Ynorpedu, KoMTO He ce MPeNnopb4BaT

Orpanunuenus 3a ynorpeba : Jla He ce usnoin3sa : [lormsiane, Baumsane, JlepmaiHo

1.3. logpo6Hu JaHHH 32 TOCTABYHKA HA HH()OPMAIMOHHHS JIHCT 32 6€30MacHOCT

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe 7, Allée Kastner, CS30026

F- 67081 Strashourg

France

T +33(0)388412035 - F +33(0)388412771

sds@edgm.eu - www.edgm.eu

1.4. TesedoHeH HOMEP NPH CHELIHH CIIY4aH

TenedoHeH HOMEp NPHU CIELIHU CIIyYan : +33(0)390215608

PA3JIEJI 2: Onucanue Ha ONACHOCTHUTE

2.1. Knacndunupane Ha BelIeCTBOTO HJIH CMeCTa

Kaacnpuxauus B chorBercTBHe ¢ Persament (EO) Ne 1272/2008 [CLP]

Ocrtpa TokcnuHoCT (opainHa), Kareropus 4 H302
Koposust/mpa3Hene Ha koxara, Kareropus 2 H315
CepHo3HO yBpexJaHe/npa3HeHe Ha ounte, Kareropus 2 H319
CrenmdiyHa TOKCHIHOCT 3 OTPE/IeTIeHN OpTaH! — €HOKPAaTHA EKCIIO3MIINS, H335

Kareropust 3, ipa3HeHe Ha IUXaTeTHHUTE ITHTUIIA
3a memHus Texet Ha H- m EUH-nipeynpexiennsaTa 3a ormacHOCT: Bk. paszen 16

Hebnaronpusitau pusnkoxumMuyHu edpexT U HedIaronpusTHH epekTH 3a 3APaBeTO HA YOBEKA M OKOJIHATA cpe/a
OnpenenﬂHe Ype3 EKCIIEPTHO MHCHUE U 10 CHJIaTa Ha OKAa3aTeJICTBA.
2.2. EleMeHTH Ha eTHKeTa

Erukerupane B chorBercTBHe ¢ Perament (EO) Ne 1272/2008 [CLP]

IMukrorpamu 3a onacHoct (CLP)

GHS07
Curnanna gyma (CLP) . BuHumanue
Ipenynpexnenus 3a onacuoct (CLP) : H302 - Bpenen npu noriusiuane.

H315 - [Ipenn3BrkBa qpa3HEeHe Ha KOXKATA.
H319 - [Ipenn3BrKBa cepro3HO Ipa3HEHE HA OUYHTE.
H335 - Moyke 1a npean3BHKa Jpa3HeHe Ha TUXaTEIHUTE IHTHIIA.
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Tamsulosin hydrochloride

Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

IMpenopsku 3a 6e3omacuHoct (CLP) : P261 - V30srBaiiTe BAMIIBaHe HA Ipax/IyIIekK/Ta3/ANM/U3IapeHHs/aepO30n.
P264 - [Ta ce u3mue pbleTe 10 JAaKTUTE U JIMIETO CTAapaTesIHO ciel yrnoTpeoa.
P270 - [Ta He ce sie, e WK ML OpY yrnoTpeda Ha MpoayKTa.
P271 - [Ta ce u3non3Ba caMo Ha OTKPUTO WJIM Ha 100pe MPOBETPHBO MSCTO.
P280 - M3non3BaiiTe npeanasHi phKaBUIU/TIPEANIA3HO O0JIEKIIO/IPEANa3Hy O4MIIa/lpe/ina3Ha Macka
3a JIHIe/TIpeNa3Hy CPEeCTBA 3a 3aIIUTa Ha CIIyXa.
P301+P312 - ITPU TTOT' JIBIIAHE: npu Hepasnonoxkenue ce obanere B IEHTHP I10
TOKCHUKOJIOT S nnu Ha nexap.
P302+P352 - TTP11 KOHTAKT C KOJXXATA: M3mMuiite OOMIIHO C BOJA.
P304+P340 - [TP11 BAUIIIBAHE: M3BexaeTe IULETO HA YKCT BB3AYX U IO MIOCTABETE B TO3HULINUS,
yllecHsBAIa AUIIaHETO.
P305+P351+P338 - IIP1 KOHTAKT C OUMTE: npomuBaiiTe BHUMATEIIHO C BOAA B IPOJBIDKEHUE
Ha HAKOJKO MUHYTH. CBanere KOHTaKTHHTE JICIIH, aKO MMa TaKHBa M JOKOJIKOTO TOBA € BH3MOXKHO.
IIponbikere ¢ U3MIaKBaHETO.
P312 - Ilpu nepasnonoxenue ce odagere B LIEHTHP I10 TOKCUKOJIOI'MS unu Ha nexap.
P321 - Cnennanu3upaHo gedeHue (BX. JONBIHUTEIHA HHCTPYKIHS 33 ITbPBA IIOMOII] Ha TO3H
€THUKET).
P330 - M3nmakuere ycrata.
P332+P313 - IIpu nosiBa Ha KOXKHO Jpa3HeHe: [loTbpceTe MEANIMHCKH ChBET/IIOMOLII.
P337+P313 - IIpu npoxb/DKUTETHO Jpa3HeHe Ha ounte: I[loTbpceTe MeANIIMHCKY CHBET/IIOMOLI.
P362+P364 - Cpanere 3aMbpCEHOTO OOJICKIIO U I'O U3IIEpETe IPE/IH IIOBTOPHA YIIOTPeOa.
P403+P233 - JTa ce cpxpaHsBa Ha 100pe poBeTpuBO MiAcTo. CHIBT J1a Ce ChbXpaHsBa INTBTHO
3aTBOPEH.
P405 - JTa ce cpxpaHsBa IOA KJIIOY.
P501 - CbabprkaHHETO/CHABT Jla Ce M3XBBPIIH B IIYHKT 3a ChbOMpaHe Ha ONACHU WIIH CIICIUATHH
OTIAAbIH, B CHOTBETCTBHE C MECTHHTE, PETMOHAIIHH, HAIIMOHATIHH H/WIH MEKIyHAPOJHI
pasnopenou.

ETuxernpaHe B ChOTBETCTBHUE C: H3KIIIOUSHHUS 32 BETPEIIHH OIIAKOBKH, KOTaTO ChIbPKaHUETO He IpeBuniasa 10 ml

He ce u3uckBa eTHKeTHpaHe

2.3. Ipyru onacHoCTH

Hsima Hanmmanaa JOIBJIHUTCITHA PIH(pOpMaI_II/IH

PA3JIEJI 3: CbcraB/mH(popManusi 3a CbCTaBKUTE

3.1. BemecrBa

HaumenoBanue HUnentuduxarop Ha % Knacudukanus B cbOTBeTCTBHE C
MPOAYKTA Peranament (EQ) Ne 1272/2008 [CLP]
Tamsulosin hydrochloride - <100 Acute Tox. 4 (opanua), H302 (ATE=650

mg/kg TenecHo Tero)
Skin Irrit. 2, H315
Eye Irrit. 2, H319
STOT SE 3, H335

3a memHus Texet Ha H- m EUH-nipeynpexiennsaTa 3a ormacHOCT: Bk. paszen 16

3.2. Cmecn

He e npunoxumo

PA3JIEJI 4. Mepku 3a mbpBa MOMOIIL

4.1. OnucaHue HA MEPKUTE 32 MbPBA MOMOII]

ITspBa momo1 IpH KOHTAKT € KOXKaTa : Jla ce oTcTpaHH MaKCHMAIHO Upe3 H30bpCcBaHe (C YMCTa H MeKa IONUBaIa KbpIa).
ITspBa moMoI IpK KOHTAKT C OUHUTE . M3mnakaeTe ounTe ¢ BOAA KaTo IpeANa3Ha MIpKa.

4.2. Haii-chbIieCTBEHH OCTPH H HACTHIBAILH CJI€/l H3BECTEH IMEepPHo/] OT BpeMe CHMIITOMHU H e eKTH

Hsma HanmvHa JOMbIHUTENTHA HHPOPMALUS
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Tamsulosin hydrochloride

I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, nsmenen ¢ Pernament (EC) 2020/878

Hsma nammana nomsmauTenHa HHGOPMAIHs

PA3JIEJI 5: IIpoTHBONOXAPHA MEPKHU

Tonxonsmm TI0KapOraCuTEIHA CPECTBA : Opesyio 3a 3aracsiHe Ha OTBHSI.

OmacHOCT OT moskap : Bmx maparpad 2.2.

I/IHCpr'KI.II/II/I 3a racCHe Ha IoxKapu . I[a C€ U3M0JI3BAT CPEACTBA, NOAXOAAIIHU 3a raCeHE Ha I10XKapu B CbCEACTBO.

PA3JIEJI 6: Mepku npu aBapuiiHO U3MyCKAHE

6.1.1. 3a mepcoHas, KOHTO He OTTOBAPS 32 CIELIHH CJIy4an

ABapuiinu njaHoBe . Jla ce n30sirBa BCSIKAKBA M3JIMIIIHA SKCITO3HIIUS.

6.1.2. 3a auuaTa, OTTOBOPHH 32 CHEIHHU CIyYan

Hsma HanmuvHa JOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmaHa KobIHHUTENHA HHOOPMALUS

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

3JEJI 7: OdpadoTka u

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

Bux naparpad 1.

8.1.1 HanoHAIHN rPAHUYHM CTOHHOCTH HA NMPOo(eCHOHAIHA eKCIO3UIHSI M OHOJOTHYHH IPAHHYHH CTOHHOCTH

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI

8.1.2. IlpenopbunTETHH NPOILIEYPH 32 HAGII0IEHHE

Hsma HanmuvHa TOMBIHUTETHA HHOOPMAIIHS
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Tamsulosin hydrochloride

Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

8.1.3. OGpa3syBaT ce 3aMBbPCHTEIH HA Bb3AyXa

Hsima HanmuuHa JOBIHUTEIHA ]/IH(I)OpMaLIHSI

8.1.4. DNEL u PNEC

Hsma HammuHa JOI'bJIHUTECIIHA I/IH(l)OpMaI_II/ISI

8.1.5. Perysupane upe3 o6xBatu (control banding)
Hsma Hain4Ha AOIBIHUTENIHA HHPOPMALUL

8.2. KoHTpo.1 Ha eKcno3uusiTa

8.2.1. Ioaxoasil TEXHUYECKH KOHTPOJI

IMoaxoasing TeXHUYECKH KOHTPOJI:
I[a C€ CbXpaHsABa B z[o6pe NPOBETPHUBO NOMEIIEHUE. OOGHMKHOBEHO C€ M3MUCKBAT KAKTO MECTHA CMyKaT€/IHa BEHTUIALKA, TaKa U BEHTUJIalluA Ha OGI.LIOTO
IIOMEUICHHUE.

8.2.2. JInuHM npeana3Hu cpeacTBa

8.2.2.1. 3amuTa HA OYHUTE U JHUIETO

HsiMa HaJM4HA JOIBIHUTENHA HHPOPMALHS
8.2.2.2. Ilpeana3BaHe HA KOKATA

3amuTa Ha KOKATA H TSAJIOTO:
JlaGoparopHa npectuiika

3amuTa Ha pbleTe:

3auMTHA PHKABHULN

8.2.2.3. 3amuTa Ha JUXaTeJHUTE MHTUIIA

HsiMa HaimM4YHa TOMBJIHATENHA HHQOPMALHS

8.2.2.4. TepMU4HH ONIACHOCTH

Hsima Hanmmanaa JOIIBJIHUTCITHA I/IHCI)OpMaLII/ISI

8.2.3. KoHTpo.1 Ha eKCHO3HIUATA B OKOJHATA cpeia

HsiMa HaimM4YHa TOMBJIHATENHA HHQOPMALHS

3JEJI 9: ®u3uyHN U XUMHUYHU CBOMCTBA

9.1. Undopmanust 0OTHOCHO OCHOBHHUTE (PM3MYHM H XHMHYHH CBOHCTBA

ArperatHo ChCTOSIHHE . TBBpHO BEUIECTBO
st . He e HannuHo
BroHIeH By : Ilpax.

Mupuc © He e Hannuno
I'panunara Ha Mupuca © He e Hannuno
Touka Ha TorneHe © He e Hannuno
Touka Ha 3aMpb3BaHe © He e Hannuno
Touka Ha KUIIEHEe © He e Hannuno
3ananmumoct © He e Hannuno
I'paHuIyM Ha EKCIUIO3UBHOCT : He e npunoxumo
JlonHa rpaHuIia Ha eKCIUIO3UBHOCT © He e npunoxumo
I'opHa rpanuia Ha €KCIIIO3UBHOCT : He e npunoxumo
Temneparypa Ha pa3iaraHe . He e npunoxumo
Temneparypa Ha camo3anajiBaHe . He e npunoxumo
Temneparypa Ha pa3nagane . He e nammmano
pH . He e nHanmnuno
pH pasrBop : He e nanuuno
Bucko3uTer, KHHEMaTHYEH . He e npunoxumo
PasrBopumocT : Boma: 1-104g/I
Koedunment Ha pasnpenenenue: n-okranon/soga (Log  : He e nammuno
Kow)

Hansrane na napute : He e nanuuno
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Tamsulosin hydrochloride

I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Hansrane na mapure npu 50°C : He e HanmuynHo
IInsTHOCT : He e Hanuyno
OTHOCHTENHA ITBTHOCT . He e nanuano
OTHOCHTENHA INTBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pasmep Ha wactunure : He e Hanuyno

9.2.1. Undopmanusi BB BPb3Ka ¢ KJIacoBeTe Ha (GU3NYHA OIACHOCT

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

9.2.2. /Ipyru XapaKTepHCTHKH 32 §6€30MacHOCT

Hsma nammana nomsmanTenHa HHGOPMAIHs

JIEJI 10: Ctaduan

CraOuileH Ipu HOPMAJIHH YCIOBHSL.

Hsma HanmuvHa HOMBIHATETHA HHPOPMAIIUS

He e uszBectHo.

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma mpu HopmanHa yrotpe6a. Buokre Pasnern 7.

HpI/I 3arpsiBaHe 10 TOYKaTa Ha pasrpaxJaHe OTACIs OITaCHU HU3IIapECHUs.

PA3JIEJI 11: Toxcukosoruuna nHgopmanus

Ocrtpa ToKcHYHOCT (OpaiHa) . Bpenen npu normsmane.
OcTpa TOKCHYHOCT (JiepMaiTHa) : He ce xnmacudunupa (JInrcpamy naHHw)
OcTpa TOKCHYHOCT (BJHILIBAHE) . He ce xnmacudunupa (JInrcpamy naHHm)

Tamsulosin hydrochloride

LD50 opanHo murex 650 mg/kg
Koposusroct/npasnene Ha koxara . IlpennsBuKBa npa3HEeHe Ha KOXKATa.
Cepno3HO yBpek/jaHe Ha OUHTE/IpasHEHEe Ha OUNTe . IlpennsBUKBa CEpPHO3HO Apa3HEHE HA OUHTE.
Cencnbunusanus Ha AMXaTeIHUTE MBTUIA Wik koxkata . He ce xinacuduumpa (JIuncpanm gaHH)
MyTareHHOCT Ha 3apOAUIIHATE KIETKU : He ce xnacuduunpa (JIuncpanum gaHH)
Kanneporennoct : He ce xnacuduunpa (JIuncpaum gaHH)
TokcHYHOCT 3a PENPOAYKIHATA : He ce ximacuduumpa (JIuncpamm njaHHm)
CTOO (crenupuyHa TOKCHYHOCT 3a ONpPEETeHH : Moxe na npean3BHKa Apa3HEHe Ha AMXATEIHUTE IBTHIIA.

OpraHM) — eJHOKpATHA eKCIO3ULIHS
CTOO (crenupudHa TOKCHYHOCT 32 OIPEACTCHI : He ce xnacuduunpa (JIuncpanum gaHH)
OpraHn) — IOBTaPsIIA CC CKCIO3UIIHS

OmnacHOCT IIpHU BAUIIIBAaHE . He ce xiacuduuupa (TexHnuecka HEBB3MOKHOCT 3a MOTy4aBaHE Ha JAHHMN)
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Tamsulosin hydrochloride

I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Hsma nammana nomeimanTenHa HHGOPMAHs

PA3JIEJI 12: Exonornyna nHpopmManus

Exomnorus - 061mo : He npencrasiisiBa KOHKPETHA OIIACHOCT 3a OKOJIHATA CPeJa.
OmacHo 3a BoHATa cpesia, KpaTKOCPOUHa (0CTpa) . He ce xnacudunupa (Jluncsamy nanHam)
OmnacHo 3a BoAHATa cpesia, ABITOCPOUYHA (XPOHHYHA) : He ce xnacudunupa (Jluncsamy nanHm)

Hsma HanuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa JOMBIHUTENHA HHGBOPMAIUS

Hsma HanmuvHa AOMBIHUTETHA HHPOPMALIUS

Hsma HanmuaHa gonmbIHHUTENHA HHOOPMAUS

Hsma HanmaHa gonbIHHUTENHA HHOOPMALUS

PA3JIEJI 13: OGe3Bpexnane HA OTHAAbLIUTE

Hsima Haym9Ha TOMTBJIHUTETHA HH(l)OpMaI.IHH

PA3JIEJI 14: UndopManusa OTHOCHO TPAHCIIOPTHPAHETO

B cpotBercTBre ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no ciincbka Ha OOH nian naeHTHGUKANNOHEH HOMEDP

He e npunoxumo He e npunoxumo He e npunoxumo

14.2. ToyHo HaHMeHOBaHHUe HAa MPaTKaTa No cnucbka Ha OOH

He e npunoxumo He e npunoxumo He e npunoxumo

14.3. Knac(oBe) Ha 0MacHOCT MPH TPAaHCIOPTHPaHe

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.4. OnakoBBbYHa rpyna

He e mpunoxumo ‘ He e npunoxumo ‘ He e mpunoxumo

14.5. OnacHocTH 32 OKOJIHATA cpeaa

He e mpunoxumo He e npunoxumo He e npunoxumo
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Tamsulosin hydrochloride

Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

ADR IMDG IATA

Hsima onbiHUTEIHA HAJIMYHA m—ubopMaum{

14.6. CnenuaiHu mpeANa3Hu MEPKH 32 MOTPeOUTETUTE

CyxonbTeH TPAaHCIIOPT
He e npunoxumo

Tpancnopt o Mmope
He e npunoxumo

Bb3aywmeH TpaHcnopT
He e npunoxxumo

14.7. MopcKH TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHME CHIVIACHO MHCTPYMEHTH Ha MEKIyHAPOHATA MOPCKA OPraHU3alusl

He e npunoxumo

PA3EJI 15: UHpopManusi OTHOCHO HOPMATHBHATA ypenda

15.1. Cneunduynu 3a BeHIECTBOTO WJIH CMeCTa HOPMATHBHA ypea0a/3aK0HOJATEJCTBO OTHOCHO 0€30MACHOCTTA, 3[PABETO H OKOJIHATA
cpena

15.1.1. Peranamentu Ha EC

REACH IIpuaosxenune XVII (YcaoBus 3a orpaHn4aBaHe)

He ¢urypupa B IIpunoxenne XVII nta REACH

REACH, ITpunoxenue XIV (Cimchbk Ha BeliecTBaTa 3a pa3pelniaBaHe)

He ¢urypupa B [punoxenne XIV na REACH (Cnucbk Ha BelecTBaTa 3a pa3pelaBaHe)
REACH Cnucbk ¢ kanauaat-semectsa (SVHC)

He ¢urypupa B crimcska Ha REACH ¢ kangunaT-emectsa

Peraament PIC (EC 649/2012, IIpeaBapuTesiHO 000CHOBAHO ChIIacHe)
Henpunoxumo.

Persament otHocHo YO3 (EC 2019/1021, YcToiiunBH OPraHUYHU 3aMbPCUTEIH)
Henpunosxumo.

PersiaMmeHT 0THOCHO BellecTBa, KOMTO HapymaBat o30HoBus cjoii (EC 1005/2009)

He ¢urypupa B crircbKa ¢ BemecTsa, KOUTO Hapyiasat 030HoBus cioit (Permament EO 1005/2009): Tamsulosin hydrochloride

PersiaMmeHT 0THOCHO npeKypcopuTe Ha B3puBHH BeecTBa (EC 2019/1148)

He cpappika BemecTBo(a), BKIIIOYEHO(H) B CIIMCHKA C TIPeKypcopH Ha B3puBHU BemecTBa (Permament EC 2019/1148 3a npennaranero Ha nasapa # ynorpebara Ha
MIPEKyPCOPH Ha B3PUBHH BEILIECTBA)

PeryiaMeHT OTHOCHO NpeKypcopuTe HAa HAapKOTH4YHHM BemecTBa (EO 273/2004)

He cpabpixa BemecTBo(a), BKIIIOYeHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTnuruTe BemecTa (Pernmament EO 273/2004 0THOCHO MPOM3BOACTBOTO U MYCKAHETO
Ha 11a3apa Ha OIPE/ICIICHH BEIIECTBa, H3MOJI3BaHU 32 HE3aKOHHO MPOM3BO/JICTBO HA HAPKOTHYHH MIIH IICHXOTPOIHH BEIECTBA)

15.1.2. HanuoHaJ HU pa3nopenou
Hsima Hammuna JOITbJIHUTCIITHA I/IH(i)OpMaI.IHF[
15.2. Onenka Ha 6€30MaACHOCT HA XHMHYHOTO BEIIeCTBO HJIH CMeC

Hsma Hanm4Ha JOMBIHUTENTHA HHPOPMALIUS

PA3JIEJI 16: Apyra uadopmanus

Wnaukanusi 32 IPOMEHH :
Kracugumupane Ha BEIIECTBOTO WM CMECTA.
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Tamsulosin hydrochloride

Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

II'baen Teker Ha H- 1 EUH-npeaynpe:kaeHusiTa 3a OacHoCT:

Acute Tox. 4 (opaiHa) Octpa TokcuuHocT (opanHa), Kateropus 4

Eye Irrit. 2 Cepro3HO yBpexIaHe/apa3HeHe Ha ounte, Kareropus 2

H302 Bpenen npu norisliaHe.

H315 IIpenn3BuKBa Apa3HEeHEe HA KOXKaTa.

H319 IIpenn3BUKBa CEpHO3HO JIpa3HEHE HA OUUTE.

H335 Moske fa mpeau3BUKa Apa3sHeHe Ha AUXATeIHUTE IbTUINA.

Skin Irrit. 2 Koposusi/npasueHe Ha koxara, Kareropus 2

STOT SE 3 CrenuuaHa TOKCHYHOCT 32 ONPE/EICHN OPraHy — eHOKpaTHa ekcro3uius, Kareropus 3, npasHeHe Ha AUXATEIHUTE IBTULLIA

Mudopmannonen et 3a 6ezonacuoct (UJIb), EC

OTKA3 OT OTT'OBOPHOCT HudopmanusaTa, chabpxaiia ce B To3u MHbopMaInoHeH JUCT 3a 0€3011aCHOCT, € IOIyYeHa OT U3TOYHHULHU, KOUTO CMATaMe 3a

HaaCKIHU. B'bl'IpCKH TOBA, Hllq)OpMZtLLHﬂTZl C€ nmpeaocTaBs 0e3 HUKaKBa rapaHuus, U3pru4Ha Ui l'[O,Jp'd'SGHp’dL[I'd ce, OTHOCHO HeiHaTa KOPEKTHOCT

03/04/2023 ([aTa Ha u31aBaHe)

BG (6birapcku)
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